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EOEYPETHZ : 

153 O(i) KcrraeeTrrc (zq) Erven o{oi) pova6iK6^(oQ e<p€up£rn^(e^). 

I | "EVTUTTO OpiOyOU TOU(COV) £<p£Up£Tr|(U)V) CTTiauvdmeTai. 



AE1QZEIZ: 
ApiBpos a^icbaecov: 


• 







AHAQZH nPOTEPAIOTHTAI 

Api9jj6£ HMEpopHVia Xcbpa Trpo£A£uar|S 



1. 
2. 
3. 

AAAEI 



nAHPEEOYZIOZ 






E-rrcbvupo: 






Dvopa: 






Ai£u8uvan: 
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<Da§: 
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AIEONHZ EK0EZH: 

I I H e<p£UpEari TrapoucndcrrnKe a£ ETrfaniJa avayvcapiaiJEvn iKBzot], crupqxova jje to v. 5562/1932, <DEK 221A/32. 
I | Zxetikh pspafcoan ETnauvdnrCTai. 



TdTTO?: rilK^ppi YnorPAO)H(EI) TOY(ON) KATAOETH(QN) TOY(QN) nAHPEHOYEIOY(ON) : 

HMEpopnvia: 29-03-2002 



AniJi^Tpiog K. nevTacppdYKag 



flAPAKAAOYME H AITHZH NA EINAI AAKTYAOrPAOHWlENH KAGOI KAJ TO ONOMA 
KATQ AHO THN YnOrPAOH. IE nEPIITTQIH NOMIKOY nPOEQnOY NA AHAG0EI KAI 
H 1A1QTHTA TOY YnorPAOONTOI TIA THN ETAIPEIA. 
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SDOTKEVi) 81O7TV0C0V fy\pr{q ok6vt]<; 

H roxpotiaa ecpeupear] avacpepexai ae fita auatceufj eia7ivod>v yia xr\ Xr\\\rr\ 
(papjidKCOv ae (papjaaKorexvaKn fiopcpfi ^Tjpfiq okovti?, ti 07toxa aoaKevdCexai axovq 
5 GbltfLKsq ei5iK& axe8iaajievcov xaivubv piaq 86ar]<; (single dose blister strip). 

Oi crocnceuEq eioirvof\q <tkov6v %ov xpr|aiji07coioT3vxai afjfxepa Kaxaxdaaovxai ae 
Siio paoiKeq Kaxnyopieq: 1. Aoxiq oi onoteq &xpx>v a7co6r|Keu|i6vr| xt|V 
(papjiaK8TmKr| ovaia ae |iux 8e£ajxevfj arco Tqv o7toia jie Sidcpopoix; firixaviajxovQ 
10 arceXeueept&vexai t| TCpOKaGopia^svri 86oti (papji&KOD Kat 2. Avx&; axu; cmoieq oi 
7ipoKa9opiap£ve<; 86aeu; <pap[idKo\> arcoOriKeuovxai ^excopiaxd r\ pia a7t6 xqv 6Xkr\ 
ae 8i5xkot3<; 7E£pieicrec;. To icupioxepo j^eioveKxri^a a%e86v oXcov xcov aucnceixfrv 
am&v etvai oxi o XPn^HS Sev pjtopei va eivai orcxiKd jtepaioq edv exei Xdpei 6Xr\ 
xtjv 86ot| xao 9ap^idKoi>. 

15 

H 7axpox)aa ecpetipeari rctaoveKxex oxo 6xi 7ipoa<p£pei xqv 8uvax6xryra axov xpfjaxri 

- va sAi^8U07mK6 a9svo^|X6v~xr|v-wra xotr<papp.dKoir 

axov QyXoKa n\q xatvacu;, a<pex6poi> 8e 6xi 6xex Xdpei 6Xr\ xr|v 86oti psxd Tqv 
eiarcvorj. 

20 

'Eva 7tapd88vy|ia aDaKewte eio7tvocov aujitpcova jxe xtiv rcapotiaa e<pei3pear| 
rapiypdcpexai axa axeSia 1-7. 

Zxo ax^Sio 1 a7cetKOv(^exai t| auaKeuli ae 7tp6a9ia Kai 7tXdyia 6\|rn, Kai avoiyn£vr| 
axa xpia xt|? jjipri. 

25 Sxo ax&ho 2 arceiKOVi^exai xo axojiio xqg auoKeofiq jie xa 87ri |i6pot><; xprmaxd xod. 
2xo ax68io 3 araiKov^exai xo \x^poq vr\q auoKeuife nox> xqv emcpdveia 
xo7to06xT[ar|<; xcov xaivu&v. 

Sxo axe8xo 4 arceucovi^exai o %<bpoq a7Co9fjKevan<; xcov xaividbv. 
Sxo ax^Sio 5 a7ieiKOVi^8xai r| xaivla \iuxq 86ar|<;. 
30 Sxo ax^Sio 6 a7C8iKov(^exai T| SiaSucaaia a7COKdku\|rn<; xt\q cncdvqq axov Oi&aKa n\q 
xaiviaq. 

Sxo axe8io 7 arceiKovl^exai T| pofj xou aepa Kai -a\q oKovr\q Kaxd xqv SiaSucaaia 

TT\q E107ZVOf\q. 

35 H auaKewj (ax&ho 1), a7roxeteixai and 3 Paaucd \i£pr\, xo ax6|iio A ^ie xo 
Kd^vjxjxd xo-o, xo pipog xrjq croaKevfjq B jxe xr|v 8m9dveta xonoQ£n\Gr\q rr\q 
xaivia^, Kai xov %<bpo a7co9f|K8Dar|(; x©v xaivicbv r. Ta xpia |iepri cn>v8eovxai 
|Li8xa^a3 xoix; Kai avolyow ave^dpxryca xo §va and xo 6Xko. 

40 To ax6fxio (axe8io 2) a7ioxeteixai a7to xa xfxf|jiaxa 1, 2 Kai 3. 

To xjxfjua 1 a7cox8A^( xo e7uax6pao, xo 07coto axr| pdar| xod cp^pei |i(a fj 
7tepiaa6xepe<; 7cepinexpiK6(; oneq. 

To x^fjixa 2 KODjx7t6vei axo e7nax6jxio 1 Kai xo x\xr\\ia 3 \ie rq aeipd xoa>. To x^ifjixa 
2 etvai evag KuXivSpoq jie 7T87rXaxoa(jivT] pdar|. H Kop-ucpfj xod KuMvSpou £%sx xqv 
45 o7rfi 4, r| 07to(a a7coxeXei xr|v 6£o8o xod q>ap|idKOD and vr\v oDOKeDfj. Evx6q xod 
KoXivSpoi) D7cdpxei 6vaq e^iKoeiSfjq axn|Ltaxiaja6<; 5, |jiaa) xod 07toiod e^pxovxai o 
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eiOTweojievog aepaq \is tt]v ok6vtv H s^odoq tod oxn^aTiajioD 5 arr^v pdari tod 
T^fuxaxog 2 eivai 9payjievr| Kaxd xo r\\xvjv jxe rnv 87rupdvsxa 6. 
To xp,f[na 3 eivai emariq £vaq Kokivbpoq, o orcoio? nXaxaivei axr|v KOpoq>irj tod Kai 
KODHJK&vei arq pdaii tod T|if||LiaTo<; 2. To eaoorepiKo tod TjifmaToq 3 x©px£erai ae 
5 8do eaXdjxoDq, 7 Kai 8, arco ^iia eyicapcna cmq pdaeig tod e7u<pdveia 9. H pdari 
tod TjufipxxToq 3, 6(pd7rcerat tod 9i3XaKa tti? Taivia? Kai exei 8do o7te<;, 10 Kai 11, 
8KaTepcD08v tod 8tax©picmKOD T^^iaToq 9. H 07ifj 10 ppiaKsrai aro GdAxx^o 7, o 
onoioq (ppd^eTai a7i6 tt]v emcpdveia 6. Ztov 9dtaxjao 7 DTidpxei Kai t| omi eiaoSoD 
tod aepa 12, 

10 

H emcpdveia crrnv oroxa T07to9eTeiTai r\ Tama etvai \izpoq tod Tjifj^aTot; B rqq 
aDOKeofjc; (ax^Sio 3), Kai arcoTeXevtai arco tt]v rcpoe^ox^ G™\P*Enq 13 cnrpoyyokoD 
fj dXXoD cr/fyiiaToq, vr\v KoiX6rr|Ta orcoSoxns too OoAxxKa rt]q Taivicu; 14, Kai eva 
crtarniia oSryycbv, 15 Kai 16 aro ODyKSKpipivo 7iapd5eiyp.a. Oi oSriyoi aoToi 
15 xpt|cti^8dodv aipevdq jxev on\v acoarfi T07to96Tnar| tt|c; Taiviaq, acperepoo 5e aro va 
rnv ooyicpaTODV araGepd arq 9eor| vr\q Ka66Xr| xqv SidpKeia JCPn^H? Tqq 
ODOKSDfiq. To Kdxco fiepo<; tod Tprj|iaTO<; B |i7cope( va xpr|aip£Dasi Kai ®q 
a7to9f|Kr| Taivubv. 

20 O %<bpoq a7toefjKeDcrn<; tcdv Taivubv T (ox£5io 4) ^opet va exei 8id<pope<; jiop<peq, 
Kai va cpepei D7uo8oxe<; fj 7cp6a9eTT| o%&pa, avdXoya jie tov api9^6 toov Taivu&v rcoo 
aTcoOrjKeoei, n% 30 fj 60. 

H Taivia (a%£8io 5) arcoTeXeiTai and 8oo cpoXAxx (axeSio 5A) cpTiayjxeva a7i6 
25 KaT&AXr|Xa okucd n% PVC, aXoonivio, 7i;oA,oani8io, xapti, 7roA,Deorepa<;, pivoJUicrj 
XdKa. To eva, eivai to <pt3?Oo pdcniq 17 jie tov 9oXaKa 18, o O7cofoq Tiepiexei xr|v 
gkovti, Kai ttiv oitf\ ovf\p^i\q 19. To dUo cpoMo, eivai to <pi3X^o enxK6Xvx\n\q 20 
to cmoio ecpapjio^ei epp,T|TiKd, 7tx (xe OepiiOGDyKoAXnari, aro cplftx) pdati<; dbare va 
ODyKoXldxai aepoaxeydbg jx6vo ott]v TOpioxn tod 9oXaKa 18 aro oKiaypacpotiiaevo 
30 Tjxfiixa, (ax68io 5B), Ka^DTcrovTa? Tqv 071^ 19. Stt| aovexeia to (pvXko 20 8ucX6vei 
ytipco a7t6 tov d^ova AE KaTd 180 jxoipeq, a7coKa^D7CTovraq tt|v 07rn 19 Kai 
KaA,i37n:ovTaq tt]v 87U7C88ti 87ti9dv8ia tod 9i3AxxKa 18 (ax68io 5T). 



35 H 8ia8iKacria ane%soQ^pcoor\q xr\q cK6vr\q and tt|v Taivta yiveTai ae 2 orrd8ia 
(axeSio 6). 

Sto 7cp<&TO ardSio (ax^Sio 6 A) Kai to GT6fxio avoixro, t) Taivia arepe&veTai and 
tov ypr\avt\ oir\v emcpdveia CTf|pi£r|<; |xe tt[v 07ifj 19 orr|v 7ipoe^oxn o^rnpi^tiq 13, 
^e pdar) tod? oStiyoDt; 15 Kai 16. O Q^lxxKaq 18 TOTCo9eTeiTai arnv KOiX6TT|Ta 
40 vnodo'xfyq 14, 6tci 6ots tj 8ioyKOi3p^vri emcpdveid tod va etvai p£aa ott|v 
KoiX6rriTa D7Co8ox»l<;. 

Eto 8eDTepo aTd8io (axeSio 6B), o XP^^? K^etvei to cjt6|j,io Kai Tpapdei to 
(poAlo 87aKdXD\]/T|q 20 p,8 daicr|or| eXacppidg &Jqj\q KaTd tt|v 90pd tod pSJlooq, 
l^expi aDT6 va a7ioKoMr|9ei 7tA.fjpcDq. 

45 

Se aDTo to crniaeio, aq>oi3 ar)Kd>aei to otojxio, o Xpr\orr\q |a,7ropei va pePaico9e{ 6ti t] 
cncovn 7cod ppicrceTai gtov OoAxxKa 18 £%ei a7K>KaXD<p9ei Kai eivai 8ia96ai|xr| yia 
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sioTtvofj (o%e8io 6T). Tux rr\v lf\yr\ rr\q okovt|<;, o xpfjonrc artka Ktewei to ot6^io 

K(X1 eiOTTVfel. 

Kaxd xr|v 8ia5xKacria rqq eia7ivof|<; (axeSio 7) o aSpac; Kai t\ cncovq aKoXoi)0oi3v 
5 xt]v e£rjc; 7iopsia: o eio7cve6|xsvo<; aepa? eiaep%erai aro e7aar6jaio 8ia \ieaox> tgdv 
7cepi|08TpiK6v orobv, Kai crrrfv awe%eia jieaa a7io to dvoiyjia 12, axov GdXajxo 7 
tot) xjiTjjiaxot; 3. Ajco sksi, 7C8pv6vraq piaa a7co tt|v 07crj 10 7capaotipei ttiv ctkovti 
tcod ppfcncexai axov OvXaKa 18, Kai tt|v psracpepei Sia neaoi) rr|g 07rife 11 axov 
GdXajxo 8 Kai and eicei aro c^jxaTiap.6 5 tod T^f|p.aToq 2 , arc' onov Kai TeXiKd tj 
10 okovti e^^pxerai. 

2e at)x6 to cnmeio o xp^cnrnq juropei va eA£y£ei 07mKd edv 6%ei eiarcvetiaei tt|v 
ctkovti avoiy6vra<; sk veod to ot6jxio. 

15 H xpf|ar| TTjq cnxncsufiq 0a jjjtopotiae va yivei Kai and rr\v |lii3tt| jxe avTiKaxdcruaoTi 
tod aro|xioi> a7t6 KaTdXA,r|Ax> e^dpxrijia. 



45 
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1. SuoKeuf| exarcvocbv yux rr|v Xfj\jrr| cpapjidKcov ae |iopq>f| fy\pf\q okovt]?, ti 
5 ora>xa xptpaKTripi^exax arco ttjv xp^orj xaxvxtbv p.(aq 86ar|<;, Kax ti orcoxa a7ioxeXexxax 

ct7t6 eva axojaio A 8ia niaot) xou O7coxoo y^^ax r| siaTcvofj n\q cnc6vr\q, eva x^ifjiaa 
B (X8 jxxa emcpdvexa arr^v 07toxa xcwcoGexexxai t| eKdaxoxe xaxvxa \ie xexoxo xporco 
6axe va 7iapajx6vei axa9epf| Ka96kn xqv SxaSxKaaxa xpfjariq rr\q oxxjKevr\q, Kax 
XC&po a7ro0r|KeuoT|q xatvu&v T. 

10 

2. EoaKeDfj eia7cvo6v aujxcpe&va jxs xryv a£xa>or| 1 orayu r| emcpdvexa 
xo7io98XT|aT|q xqq xaxviaq %apaicrripiCexax a7t6 |4,(a 7ipoe£oxn axfjpx^Tv; (13), pia 
KotX6rnxa wtoSoxnq (14) xot) GvAxxKa xriq xaivia? Kai xouq odrryovq (15, 16). 

15 3. SooK&ufj 8ia7cvo(&v atijicpcova xr|v a^xcoari 2 67cod r| 7tpoe£oxn OT ' ! IP 1 4 T I? 
(13) Kax ti KoiX6xnxa vnobaxfyq (14) xou OotaxKa urcopex va etvai o^oxou fj 
8xaq>opexxKoi3 ayr\\mzoq. 

4. SDcncerufj excmvod)v ati|jxpcova |ie xqv a^xcoari 1, 67tox> ti xaxvxa jaxaq 86ot|? 
20 xapaKxripxCexax and 6va <pi3AAo pdar^ (17) Kax eva qriftlo e7ttKdfcu\|/r|<; (20), xa 

07coxa |X7ropot3v va a7uoKoXir|9oiiv. 

5. Sx)cnceuf| sxa7cvo6v cru^cova xrjv a^xcoari 4, 67cod xo <pl3XAo Pdar|<; (17) 
XapaKxripx^exax and evav 9t>XaKa (18) 7tot) itzpvk%z\ xr\v okovti Kax jixa 07rrj 

25 axfjpx§n<; (19), Kax 6tcod xo cptiAXo emKdta>\|/ri<; (20) etpapjio^ex ep|xr|xxKd Kax 
ODyKoAMxax aspoaxeytfx; axo <ptiMx> pdcrn? jiovo cm|v 7tepxoxn tot> GvAxxKa (18). 

6. EucnceDfj exanvodbv atipxpoova jne xnv a^xaxrn 4, tcov xapaKXT|p(^exax a7t6 xo 
oxi r\ a7TOKdXi>\(rr| rt\q GK6vt\q yxvexax jxe xot) (pvlXov EiaK&koy^q (20). 

30 

7. SxxjKSDaaxa \xmq 86ar\q (papjidKOX) as popcpfj cnc6vriq yxa xpfjari ae 
aucnceufj exo7cvod)v, 7cod x a P aicr HP^xax arco 8i3o cptixia aepoaxeydx; 
oiyyKoXXTijjiva, xo <pvXXo pdar|q (17) fxe 0i3AxxKa (18) 7cot> 7tepx6xei xt|v okovti Kax 
OTrrj axfjpx^ (19), Kax xo (ptiTAxy emKdAA)\|/r|<; (20) nox> KaXwrrex xo tpvXko pdang 

35 (i6vo oxt|v 7cepxoxn tod OvXaKa, Kax 7coa> fXTOpex va a7tOKoXXr|9ex and xo yvXko 
PdoTiq. 

8. Emcpdvexa xo7co86xr|ar|<; xaxvx6v jaxaq Sooriq (papjidKoa) ae jnopcpf] ^Tjpfjq 
okovti^ yxa XP 1 !^ a e auaKet)f| exa?cvo6v, r| o^xoxa xap^KxripxCexax a7c6 jxxa 

40 rcpoe^oxn vrflP^nS (13), M-ta KoxXornxa vnodoyfyq (14) xou 0i3XaKa xr\q xaxvxaq Kax 
eva auaxripxx o8tiy6v yxa xr| xo7co9exr|aTi xq^ xaxvxaq. 
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HEPIAHTO 



EucncEvfj £i<nrvorf>v ^pfiq ctkovti? 

5 H rcapotiaa e(peupear| avcupepexai ae pact croaKEwj eio7wo6v yia wr\ Xr\\]n\ 
(pappdica>v ae fiop9fj fy\pr\q oKovr\q, \\ orcoia auaiceud£exai crzovq QvlxxKEq ei5iKd 
cJxeSiaapivcov xaivubv ixmq d6or\q (single dose blister strip). H auaKeufj 
anozekeixax cwco 6va ax6p.to, jita emcpdveia TO7to0exT]crri<; xcov xaivuiv, Kai evav f| 
mpxaaoTEpovq %&povq a7co0riKeuaT|<;. E7uar|<;, rapiypdcpovxai oi xaivfeq pica; 

10 86ot|<;, oi 07roteq anoxs^xyvvzai and 8i3o cpvXXa, tzqv auyKoAA^vvxai pe xexoio 
xporco dbaxs oxav ai>xd a7coKoX^oi3vxai, *q cjk6vt] etvai 8ia06<npr| yia eia7rvof|. H 
7capa6aa eq>ei3pe<yr| 7cX^ovekx81 axo 6xi rcpoacpSpei xrjv 8i>vax6xr|xa axov xpTjaTq va 
sAiy^ei 07mKd acpevoq |xev xqv xmapfy\ xr\q Ka0opiapevr|<; Sdarjg xov (pappdicau 
axov Oi&aKa xnq xaiviaq, a<pex6pou 8e 6xi exet M0ei 6kr| xt]v 86or| psxd tt|v 

15 eioTtvofj. 



